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To whom it may concern: 

Novartis is a world leader in the research and development of products to protect and 
improve health and well-being. As a global pharmaceutical corporation, Novartis is 
supportive of efforts to improve and to harmonize the technical requirements for 
registration of pharmaceutical products. We  appreciate the opportunity to comment on 
this guidance in accordance with FDA’s Good Guidance practices. 

Novartis is generally in agreement with the Draft Version of QS Pharmaceutical 
Development, but would like to re-affirm  the following: 

This document describes the suggested contents for the Pharmaceutical Development 
section in the quality module of a regulatory submission in the ICH M4 Common 
Technical Document (CTD) format. In addition, the draft guidance is intended to assist 
in the development of pharmaceutical studies that provide scientific understanding to 
support the establishment of specifications and manufacturing controls and serve as the 
basis for risk management of the life cycle of the product, We  feeli that it is important 
that the FDA are fully aware that the document serves a dual purpose and in most large 
pharmaceutical companies it is being directed at a dual audience. 

Additional comments are provided in the attached tabular format, for ease of FDA use. 

These comments are being provided in duplicate in written form and electronically as 
directed in the Federal Register Notice. 

Novartis appreciates the opportunity to submit these comments and looks forward to 
continuing to work collaboratively with the agency on this important initiative to finalize 
Q8. 
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Thank you for the opportunity to comment. If you have any questions, please contact me 
at (862) 778-7005 or at e-mail: robert.clark@novartis.com. 

Sincerely, 
ET 
Robert J. Clark 
Director 
Global Regulatory CMC 
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